Dr.Reddy’s “:‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: Lletpun® TabaeTkH, MOKPbITEE MWIEHOYHOH 06osoukoi, 10 Mr

Market / Poinok : Russia / Poccus

Batch No. / 1 Batch Quantity / 25,00,000 tab /

Cepus Ne S V2601306 Pazmep cepuu 25,00,000 Tab

Analytical Repourt No./ . 890001890025 Date of Analysis / 25.06.2026

AHanuTHYecKHii oTueT No JlaTa anannsza

Date of Manufacture / . 06/2026 Date of Expiry / 05/2029

JlaTa npousBoacTea T'onen go

Mfg. License No. /

Mponssoncrennan : MNB/05/263 MaAmimbert/ JIM-Ne(005456)-(PT-RU)
Homep PY

auuensua Ne

Analysis performed according to ND: / Ananus nposeaen nmo HJ/I: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBH4HOIi ynaKoBKH yTBepxKaenbt: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTOPHYHOIi yTaKOBKH YTBepxaensl: 17.02.2025
PL approved: / JIB yreep:xaen: 15.05.2024

Ne

Test / Iloka3zarennb

Result / PesyabTaThl

Specification / Hopma

1 Description / Onucanune

White coloured, round, biconvex film
coated tablets with a break line on one
side. White core on cross section. /
Kpyrisle IBOSKOBBHIMYKJIblE TaONETKH,
MOKPLITbIE  IUICHOYHOH  000s10UKO¥
Oenoro 1Bera, C PHUCKOH Ha ONHOI
cropore. Ha nonepeuHom paspeze —

White or off-white coloured, round, biconvex
film coated tablets with a break line on one
side. White to off-white core on cross section.
/ Kpyrnble [BOSKOBBIYKNble TabNeTKy,
NOKPHITHIE TIEHOYHOH 06onoukoif Genoro
WK OYTH 6enoro userta, ¢ pUcKoi Ha OAHOM
cTopone. Ha monepeunoM paspese sapo oT

s4p0 6eJIoro LiBeTa.

6enoro Jio noytH Oesoro LBeTa.

Remarks : The Product confirms to ND/
IIpusteuanne: [poaykr cooreercrayet Tpeboparuam HIL

Conclusion : APPROVED /
3axnwuenue: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
[ToAroToBJEHO: [TpoBepeHo: Ipoeepeno (AOK): Amit | OnoOpeHo: ObecneyeHue kauecTBa/OTBETCTBEHHOE
Vishal Shayma Pravesh Rana Kumar MLO: , ]
Ay 2 \owmm
\ T
-
-l W
W o T
Date7 Date / Date / Date / VA TS oY
Jlara: 25.06.2026 Jara: 25.06.2026 Jara: 25.06.2026 Jlara: -

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507
www.,drreddys.com




Dr.Reddy’s ":‘.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt, Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

IpoaykT: Letpuu® TabneTku, NOKPHITEIC MICHOYHOH 0bosoukoi, 10 Mr

Market / Peinok : Russia / Poccust

Batch No. / . Batch Quantity / 25,00,000 tab /

Cepus Ne s Pasmep cepuu 25,00,000 Ta6

Analytical Repo“rt No./ . 890001890025 Date of Analysis / 25.06.2026

AHanuTHYecKHil oTueT Nt JlaTa anaansa

Date of Manufacture / . 06/2026 Date of Expiry / 05/2029

JlaTa npou3BoacTBa Fogen go

Mfg. License No. /

1 p— : MNB/05/263 tim——— JITI-Ne(005456)(PT-RU)
Homep PY

JIHLEeH3usi Ne

Analysis performed according to ND: / Anasu3s nposeaed mo H/I: JIIT-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTsl DepBHYHOI YTaKOBKH yTBepxKaAeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPUYHOI1 yTaKOBKH yTBepxkaeHb: 17.02.2025
PL approved: / JIB yreepaxaen: 15.05.2024

Ne Test / [lokazaTenn

Result / PesyabTaTel

Specification / Hopma

2 Identification /
HUpenTupuxanus

HPLC / B2XX

The retention time of the main peak in
the chromatogram of test solution
complies with the retention time of the
main peak in the chromatogram of
Cetirizine Hydrochloride reference
standard solution. / Bpems ynepxupanus
OCHOBHOT'O ITHKa Ha XpOMaTorpamMme
UCIIBITYEMOTO PacTBOpa COOTBETCTBYET
BPEMEHH YIEP)KUBaHWs OCHOBHOTO MHKa
Ha XpOMaTOorpaMMe CTaHAapPTHOTO
pacTBopa LeTUpU3MHA THAPOXIOPHAA.

The retention time of the main peak in the
chromatogram of test solution should comply
with the retention time of the main peak in the
chromatogram of Cetirizine Hydrochloride
reference standard solution (section "Assay").

Bpems ynepkuBaHHsi OCHOBHOTO NHKa Ha
XpOMaTorpaMMe UCIILITYEMOro pacTBopa
IOJKHO COOTBETCTBOBATH BPEMEHH
YAEP>KUBAHHSI OCHOBHOIO MHKa Ha
XpomaTtorpamMme CTaHIapTHOTO pacTBOpa
LIETUPHU3MHA THAPOXIopUaa (pa3ae
«KonnuecTBeHHOE OnpeneneHue»).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: [IpoaykT cooTBeTcTBYET Tpeboanusam HJL 3axmouenne: OJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IToarorosneHo: IIpoBepeHo: [NpoeepeHo (AOK): Amit | Opobpeno: ObecnieueHne kauecTea/OTBETCTBEHHOE
Vishal Sharma Pravesh Rana Kumar JIMLO: o
(127 \oinn
v—’//\
- (-]

e - cb £
Date /" Date / Date / Date / % \ )/.‘)S q)b’l/u
Jara: 25.06.2026 Jara: 25.06.2026 Jara: 25.06.2026 JlaTa: o

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
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Dr.Reddy’s ":’.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHDPHUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

Mpoayxr: Lerpun® TabneTku, NOKpbITHIE MneHouHol oboso4koi, 10 Mr

Market / PoiHok : Russia / Poccust

Batch No. / . V2601296 Batch Quantity / 25,00,000 tab /
Cepus Ne ) Pasmep cepun 25,00,000 Tab
Analytical Repo“rt No./ . 890001890025 Date of Analysis / 25.06.2026
AHANNTHYECKITH oT4eT No JlaTa ananusa

Date of Manufacture / . 06/2026 Date of Expiry / 05/2029

JlaTa mpon3BoacTBa T'ogen no

Mfg. License No. /
IIpoussoacreenHasn
JuueH3us Ne

: MNB/05/263

MA number: /

Homep PY JIT-Ne(005456)-(PT"-RU)

Analysis performed according to ND: / Ananuns nposenen no HJL: JITI-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTbl NepBHYHOI YIaKOBKH yTBepkaenbl: 12.11.2024
Artworks of secondary package approved: / Makerbi BTOPHYHOIi yTaKOBKH yTBepxkaeHbl: 17.02.2025

PL approved: / JIB yrBepa#aen: 15.05.2024

Ne  |Test/ IloxazaTesn Result / PesyabTaThi

Specification / Hopma

UV- spectrophotometry /
Y ®- criekTpodoToMeTpHs

Complies / CooTBeTcTBYET

The UV-spectrum of the test solution and the
Cetirizine Hydrochloride reference standard
solution in the range 200 nm to 400 nm should
exhibit maxima absorbance at about the same
wavelengths with an allowed variation of +2
nm. / Y®-cnekTpbl NOrNoLEeHHS
HCTIBITYEMOr0 pacTBOpa W CTaHAAPTHOro
pacTBOpa LETUPU3MHA MHAPOXJIOPUAA B
obnacti ot 200 no 400 HM HOHKHBI UMETD
MaKCHMYMbI TIOTNIOUIEHUA NPH OJHON U TOH
PKe JUTMHE BOJIHBI C JIOMYCTHMBIM
OTKJIOHEHHEM + 2 HM.

3 Dissolution / PacTBopenne

95 %

96 %; 93 %; 94 %; 95 %; 95 %;

Not less than 80% (Q) of the labeled amount
of C21HasCIN203-2HCI (cetirizine
dihydrochloride) after 30 min. / He menee
80 % (Q) oT HOMHHANILHOTO CoaepKAHKSA
C1H35CIN,O3+ 2HCI (ueTrpnzusa
Lmrnnpoxnopun) yepe3 30 MUH.

Remarks : The Product confirms to ND/
IIpumeuanne: [Tpoaykr coorpercTyer Tpedopanuam HJL

Conclusion : APPROVED /
3akjoyenune: OJJOGPEHO

Prepared by / Checked by / Checked by (AQA) /
IToaroroBneHo: IIpoBepeHo:

Vishal Sharma Pravesh Rana Kumar

[\/\ “

ITposepero (AOK): Amit

Approved by: Quality Assurance/Authorized person /
Opobpeno: Obecneyenue kayecTBa/OTBETCTBEHHOE
JIULIO:

(120 \Mm}ﬂ

Date /
Jlara: 25.06.2026

Date /
JHara: 25.06.2026

Date /
Jara: 25.06.2026

Date /
Jlara:

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: 1.85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":’.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIN3A

Product: Cetrine® film coated tablets, 10 mg
Ipoaykr: Lietpun® TabneTkyH, NOKpbITHIE MIEHOYHON 060104KO#, 10 Mr

Market / Poinox : Russia / Poccust

Batch No. / . Batch Quantity / 25,00,000 tab /

Cepusi Ne ¢ V2601295 Pasmep cepin 25,00,000 Tab

Analytical Repovrt No./ . 890001890025 Date of Analysis / 25.06.2026

AHANUTHYECKHIT oT4eT N Jlata aHanu3a

Date of Manufacture / . 06/2026 Date of Expiry / 05/2029

JlaTa nponsBsoacTsa TI'ogen po

Mfg. License No. /

| T ———— : MNB/05/263 M simiber: J JIT-No(005456)-(PT-RU)
Homep PY

JiHuen3ua Ne

Analysis performed according to ND: / Ananus nposenen no HJI: JITI-Ne(005456)-(PTI'-RU)-150524
Artworks of primary package approved: / MakeTs! nepsu4Holi ynakoBKH yTBep:aAensl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOIT yNaKOBKH yTBepaxkaeHbi: 17.02.2025
PL approved: / JIB yrsepxaen: 15.05.2024

Ne

Test / Iloka3zaTtean

Result / PesyabTaTthi Specification / Hopma ]

4 Uniformity of dosage units /

‘Acceptance value (AV) should be not more

OaHOpPOAHOCTL AO3HPOBAHHDBIX 8.5 than 15.0 / Ilokazarenb npuemiieMoct (AV)
leanuun noikeH ObITh He Gonee 15,0,
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [ponykr coorpercTsyeT Tpedosanuam HJL 3axaouenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IToarotoBneHo: IIposepeHo: Mposepero (AOK): Amit | OmobpeHo: Obecneuenne kayecTBa/OTBETCTBEHHOE
Vishal Sharma Pravesh Rana Kumar JIMLIO: v
,‘ 12500\
/\ Pl
Date / Date / Date / Date / R %”O%;B
Jara: 25.06.2026 Hata: 25.06.2026 | Jlara: 25.06.2026 Jara: n 0

-

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507

www.drreddys.com



Dr.Reddy’s
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Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
Mpoaykr: Lletpua® TabneTku, NOKPLITLIEC MIeHOUHOR 060404K0i, 10 Mr

Market / Poinok : Russia / Pocenst

Batch No. / . Batch Quantity / 25,00,000 tab /

Cepust Ne t ¥2o01286 Pa3mep cepiu 25,00,000 Tab

Analytical Repovrt No./ . 890001890025 Date of Analysis / 25.06.2026

AHanuTHYecKHH oTueT Ne Jara ananusa

Date of Manufacture / . 06/2026 Date of Expiry / 05/2029

JlaTta npon3BoacTBa Tonen xo

Mfg. License No. /

Hpoussoncraenmas : MNB/05/263 pAA munUHEL: / JIN-Ne(005456)-(PT-RU)
Homep PY

Jaunensus Ne

Analysis performed according to ND: / Ananu3 nposeaen no HJI: JITI-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / MakeTs! mepBH4HOIf yNakoBKH yTBepaaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTrsl BTOpHYHON YNaKOBKH yTBepskaenbi: 17.02.2025
PL approved: / JIB yrsepxaen: 15.05.2024

Impurity A /
[Mpumecs A

Impurity B /
Ipumecs B

Impurity C/
[Mpumecs C

Impurity D /
[Mpumecs D

Impurity E /
ITpumecs E

Impurity F /
ITpumecs F

5 Impurities / Ipumecu

Below LOD (LOD =0.005 %) / Huxe
npezaena obHapyxenus (I10 = 0,005 %)

0.05 %

Not detected / He o6napyxkeHa

Not detected / He o6napyskeHa

Below LOQ (LOQ = 0.023 %) / Huxe
npesesa KONUYECTBEHHOro OnpeaeneHns

(ITIKO = 0,023 %)

Below LOQ (LOQ = 0.041 %) / Hixke

INot more than 0.2 % / ue Gonee 0,2 %

INot more than 0.2 % / ue 6onee 0,2 %

INot more than 0.2 % / ne 6onee 0,2 %

INot more than 0.2 % / ne 6onee 0,2 %

Not more than 0.2 % / ve 6onee 0,2 %

npezgena xonuyecTBeHHoro onpezaenenusNot more than 0.2 % / He 6onee 0,2 %

(ITKO = 0,041 %)

Remarks : The Product confirms to ND/
Mpumeuanne: [poaykr cooreercrayer Tpedosannam HJI

Conclusion : APPROVED /
Zaxmwouenne: OJIOGPEHO

Prepared by /
IToaroToBJieHoO:
Vishal Sharma

Checked by /
IIpoBepeHo:
Pravesh Rana

Checked by (AQA)/
Ipoeepeno (AOK): Amit

Approved by: Quality Assurance/Authorized person /
Onobpeno: Obecneuenne kauectBa/OTBETCTBEHHOE

ﬂl‘lLlOi(’%g‘ m M b

Date /
JHara: 25.06.2026

Date /
Jlara: 25.06.2026

Kumar
//\
o
Date /

Jara: 25.06.2026

Date /
Hara:
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Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC004507

www.drreddys.com




Dr.Reddy’s “:'.

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDiA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTU®HMKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg

IIpoaykr: LleTpuH® TabreTKH, NOKPHITHIC MIEHOYHON 060104KOH, 10 MI

Market / Poidok : Russia / Poccus

Batch No. / . Batch Quantity / 25,00,000 tab /
Cepus Ne * V2601296 Pasmep cepuu 25,00,000 Tab
Analytical Rep0ft No./ . 890001890025 Date of Analysis / 25.06.2026
AHaguTHuyeckuii oTuert Ne JlaTa ananusa
Date of Manufacture / . 06/2026 Date of Expiry / 05/2029
Jlata npou3BoacTBA TI'ogen no
Mfg. License No./
MA number: /
Ipoussoacreennas : MNB/05/263 Hastep PY JITT-Ne(005456)-(PT-RU)

JauneH3us Ne

Analysis performed according to ND: / Anasnu3 nposeaen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHOH YNAaKOBKH yTBepkaenbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOpHYHOH YTaKOBKH yTBepxkaeHbl: 17.02.2025

PL approved: / JIB yreepaxaen: 15.05.2024

Any individual unidentified

impurity / Jlio6as enuen4Has 0.06 %
HCPUICHTHd)HLlPlpOBaHHaﬂ TNMpHUMECH

Total impurities /

Cymma npumeceit 0.2%

'Not more than 0.2 % /
He G6osee 0,2 %

Not more than 2.0% /
He Gonee 2,0%

Remarks : The Product confirms to ND/
IIpumeuyanue: IIpoaykt coorBeTcTBYET TpeboBaHuam HJL

Conclusion : APPROVED /
3akatouenne: OJOBPEHO

Prepared by /
IloarorosneHo:
Vishal Sharma

Checked by /
[TposepeHo:
Pravesh Rana

Checked by (AQA)/
Ipoeepeno (AOK): Amit
Kumar

Approved by: Quality Assurance/Authorized person /
OpnobpeHo: Obecneyenue kauectBa/OTBETCTBEHHOE

Illiu(K/’%r;w ‘QMV\,\

Date /
Jara: 25.06.2026

Date /
Hata: 25.06.2026

.
—
Date /

Jlara: 25.06.2026

Date /
Jlara:

Q ¢
o —ob
! Jﬁ/‘o » P

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLCO04507

www.drreddys.com




Dr.Reddy’s Q’:‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg

Ipoaykr: LletpuH® TabieTKH, NOKPBITHIE IIEHOYHOM 000J104K0#, 10 MT

JauueH3us No

Market / PoiHok : Russia / Poccus
Batch No. / . Batch Quantity / 25,00,000 tab /
Cepns Ne ¥ VaoU1296 Pasmep cepuu 25,00,000 Ttab
Analytical Repovrt No./ . 890001890025 Date of Analysis / 25.06.2026
AHanUTHYeCKMI oTueT Ne Jlara anaaunsa
Date of Manufacture / . 06/2026 Date of Expiry / 05/2029
JlaTa npou3BOACTBA Toaen o
Mfg. License No. / MA number: /

: MN ' -Ne -(PT-
IIpousBoacTBeHHAs B/05/263 Hoiep PY JITT-Ne(005456)-(PT-RU)

PL approved: / JIB yrBep:xaen: 15.05.2024

Analysis performed according to ND: / Auanu3s nposegen no HJ/I: JIIT-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl mepBHYHOIi yNaKoBKH yTBep:kaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHO#i YNaKOBKH yTBep:kaeHbl: 17.02.2025

Ne Test / [loka3zarennb Result / PesyabTaThl Specification / Hopma
6 Water content / 13% Not more than 8.0% /
Copep:xanue BObl ' He 6Gonee 8,0 %
74 Microbiological purity* /
MukpobuoJsiornyeckas
YHCTOTA™
a) Total aerobic microbial count / NA Not more than 1000 CFU/g /
O61ee 4ucao aspoGHBIX He 6onee 1000 KOE/r
MHKPOOPraH13MOB
b) Total combined yeasts and NA Not more than 100 CFU/g /
mould count / Ob1iee yucno He 6onee 100 KOE/r
IPOXOKEBBIX M MIIECHEBBIX rPUOOB
NA Shall be absent in 1g/ OrcyrctBue B 1
c) E. coli A
8 Assay / KonnuecTBeHHOe From 9.0 mg to 11.0 mg of
onpeaesieHUe Co1HosCINo O3 2HC (Cetirizine
N Dihydrochloride) in tablet (90.0 % to 110.0 %
’ of label claim)./ Or 9,0 Mr mo 11,0 mr
C21HasCIN>O3- 2HCI (uetupusuna

Remarks : The Product confirms to ND/
IMpumeuanue: [ponykr coorsercTayer Tpebopanmnam HJL

Conclusion : APPROVED /
3axawyenne: OJIOGPEHO

Prepared by / Checked by / Checked by (AQA) /
[ToaroToBneHo: I[MposepeHo:

Vishal Sharma Pravesh Rana , | Kumar

[Iposepeno (AOK): Amit

o

Approved by: Quality Assurance/Authorized person /
Ono6peno: Obecneuenue kauecTBa/OTBETCTBEHHOE

JMno: @’gw \QQ/\:[M

D i
Date / Date / Date / Date / K ‘ @ 0o
Jara: 25.06.2026 Jata: 25.06.2026 Jara: 25.06.2026 JlaTa: . vV >,-. m’b
[ 24

“

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s ":‘

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
MpoayxT: Lietpun® tabnetky, noKpbIThie NieHOYHOH 000104K0#H, 10 Mr

Market / Peinox

: Russia / Poccus

NuueH3ua Ne

Batch No. / ] Batch Quantity / 25,00,000 tab /
Cepust Ne # V2601296 Pazmep cepun 25,00,000 Tab
Analytical Repovrt No./ . 890001890025 Date of Analysis / 25 06.2026
AHaTUTHYECKRIT oTYeT Ne JlaTa anajau3a
Date of Manufacture / . 06/2026 Date of Expiry / 05/2029
JlaTa nponsBoacTea Iogen po
Mfg. License No. /

MA number: /

: MNB/05/263 -Ne -(PT'-

IIpoussoacreenHas /05/26 Homep PY JITT-Ne(005456)-(PT-RU)

PL approved: / JIB yreepaien: 15.05.2024

Analysis performed according to ND: / Anasau3 nposegen no HJI: JITI-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBHYHOIi YIaKOBKM yTBepxaeHbl: 12.11.2024
Artworks of secondary package approved: / MakeTb! BTOpUYHOii yNaKOBKH yTBepxaeHbl: 17.02.2025

Ne Test / Ilokasareinb

Result / PesyabraTsl

Specification / Hopma

fmnmpox.noppm) B Tabnetke (ot 90,0 % no
110,0 % oT HOMHHAJILHOTO COACPIKAHUS).

9 Subdivision of tablets /
Jlesienne Tabnerox

Complies / CootBeTcTBYET

The tablets comply with the test, if not more
than 1 individual mass is outside the limits of
RS % to 115 % of the average mass. The
tablets fail to comply with the test, if more
than 1 individual mass is outside these limits
or, if 1 individual mass is outside the limits of
75 % to 125 % of the average mass. /
TabBneTkn COOTBETCTBYIOT TpeOOBAHUAM, ECIIH
He Gostee 1 eAMHHUYHAsA Macca OTKIIOHSAETCS 3a
npenenst 85%-115% ot cpenHel Macchl.
Ta6neTkn He COOTBETCTRYIOT TPeGOBAHUSIM,
ecnu Gonee yem 1 MHAUMBUAYabHAs Macca
OTKJIOHAETCS OT ITHX NMPEEsIOB WK, eciu |
WHAMBM/IYalIbHAA Macca OTK/IOHAETCA 3a
npesaensl 75%-125% ot cpeaHei Maccsl.

10 Package / OnncaHue ynakoskH

10 tablets in PVC/PVDC//aluminum

10 tablets in PVC/PVDC//aluminum blister, 2

Remarks : The Product confirms to ND/

ITpumeuanue: [poaykt cootrercrayer Tpebosanuam HJI

Conclusion : APPROVED /
3axnouenue: OJIOBPEHO

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
IToaroroesneHo: TpoBepeno: [TpoBepeno (AOK): Amit | Ompobpeno: ObecneueHue kauecTBa/OTBETCTBEHHOE
Vishal Sharma Pravesh Rana Kumar JIULIO: 4
—
[ il _ o :
Date / Date / Date / Date / ( \ é’/};/g/o Yo
Hara: 25.06.2026 Jara: 25.06.2026 Jlara: 25.06.2026 Jara: A’IJ’
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Dr. Reddy's Laboratories Ltd.

Do
b/ °® Formulation Unit-6
Dr‘ Reddy S ‘-. Vill. Khol, Nalagarh Road, Baddi,

Distt, Solan, H.P.,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Cetrine® film coated tablets, 10 mg
Mpoayxr: Lletpun® Tabnetku, NOKPLIThie MIeHOYHOH 0bosoukoit, 10 mr

Market / Poinox

: Russia / Poccus

Batch No. / . Batch Quantity / . 25,00,000 tab/

Cepus Ne & V2611296 Pasmep cepun ©25,00,000 Tab

Analytical Report No./ . 890001890025 Date of Analysis / 25.06.2026

AHanuTHyecKHii otyer No JlaTa ananu3a

Date of Manufacture / . 06/2026 Date of Expiry / 05/2029

Jara npousBoacrea T'open no

Mfg. License No. / .

IIpousBoACTBEHHAS : MNB/05/263 i and : JITT-Ne(005456)-(PT-RU)
Homep PY

JuueH3ns Ne

Analysis performed according to ND: / Ananus nposeaen no HJI: JIII-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / Makersl mepBH4YHOI ynaKkoBKH yTBepaaeHbr: 12.11.2024
Artworks of secondary package approved: / MakeTbl BTOPHYHOI YNaKkoBKH yTBep:aeHbl: 17.02.2025
PL approved: / JIB yrsepuuaen: 15.05.2024

Ne Test / Hokasaresan Result / PesyabTaThl Specification / Hopma

[lo 3 GnucTepa BMECTE C IUCTKOM- unu 3 GiucTepa BMECTE C JIMCTKOM-
BKJIA/IBILLIEM YITAaKOBaHBI B MAYKY BKJIQJIbIILIEM YTAKOBAHbI B 1aYKy KapTOHHYIO.
KapPTOHHYIO.

11 Labeling / MapxupoBka Complies / CooTsercTByeT See Module 1, section 1.3.2 of registration

blister. 3 blisters and patient information jor 3 blisters and patient information leaflet in
leaflet in a carton. / ITo 10 Tabnerok 8 |a carton. / ITo 10 TaGneTok B
[BX/TIBJIX//amomunnesom 6nucrepe. [[IBX/TIBAX//antomunuesom 6nuctepe. [To 2

dossier. / B coorBetcTBru ¢ pazaenom 1.3.2
MOAYAA | perucTpauHoOHHOTO 10Che.

XpaHeHHsi

12 Storage conditions / Yenosusi  [At temperature not higher than 25 °C / I1pu Temnepatype He Boie 25 °C.

13 Shelf-life (storage period) / Cpox3 years. / 3 rona.
rOAHOCTH (CPOK XpaHeHHs)

* Performed by the manufacturer at release periodically: one in every 20 batches or at least once a year. The parameter may be
absent from the Company's certificate of analysis. / [IpoBoauTCs nMpon3BoauTeNeM NP BBINYCKE MEPUOAMYECKU: AN Kaxaoi 20-oi
cepud UM He MeHee 1 paza B roa. [TokazaTens MoxeT 6bITh He BKIodeH B CepTudukar aHanusa QupMeL.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [poaykr cootercTayet Tpedoranuam HJL 3akawuenne: OJJOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person /
IToaroToBneHo: IIpoBepeHo: IIposepeno (AOK): Amit | Opobpeno: Obecneyenne kauecTsa/OTBETCTBEHHOE
Vishal Sharma Pravesh Rana ,? Kumar JIMLO: 5
=X )
- g
o
Date./ Date / Date‘/ Date'/ ( \ /‘.,/%/0 6
Hara: 25.06.2026 Jara: 25.06.2026 Jlara: 25.06.2026 Jara: A
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@ Dr. Reddy's Laboratories Ltd.
9 o Formulation Unit-6
Dr- ReddY S ‘.‘ Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA

Tel : +91 98166 56001-02
www.drreddys.com

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
[Mpoayxr: Lletpun® tabneTkH, MOKpbIThe MIeHoUHoH 0600uKoi, 10 Mr

Market / Peinox : Russia / Poccus

Batch No. / . Batch Quantity / . 25,00,000 tab /

Cepus Ne e Pa3smep cepun ©25,00,000 Ta6

Analytical Repovrt No./ . 890001890025 Date of Analysis / 25.06.2026

AHAJIHTHYECKHI oTyeT No JlaTa ananuza

Date of Manufacture / . 06/2026 Date of Expiry / 05/2029

JlaTa npoussoacrsa I'opeun o

Mfg. License No. /

IlpoussoacTBennas : MNB/05/263 —— JITI-Ne(005456)-(PT-RU)
Homep PY

anueH3ns Ne

Analysis performed according to ND: / Ananuns nposegen no H/L: JITI-Ne(005456)-(PT'-RU)-150524
Artworks of primary package approved: / Maxkers! nepBHYHOIT YHAKOBKH yTBepkaens: 12.11.2024
Artworks of secondary package approved: / Makersl BTOpH4HOIT YNaKOBKH yTBepmaeHsi: 17.02.2025
PL approved: / JIB yreepxaen: 15.05.2024

API name / HanmenoBanue ADC: Cetirizine dihydrochloride / Lietupususa aurnapoxnopua
INN / MHH: Cetirizine / Lietupusun

API manufacturer batch number / BT00-26014

Homep cepun npouszsoanrens ADC:

FP Manufacturer API Batch number / FETA00166

Homep cepuu cyberanunn npoussoantens IJId:

API Manufactured by, address & country / Glochem Industries Private Limited,
Ilpouseoaurenn A®C, aapec 1 cTpana: Survey No. 174 to 176, 1.D.A. Bollaram, Sangareddy District,

502 325, Hyderabad, Telangana, India/
I'noxem Uupacrpuec IMpaiteut Jlumuresn,
VYuacrku Ne 174-176, U.J1.A., Bonsapam, Canrapeaan
Jucrpukr - 502 325, Xaiinapa6an, wrar Tenaurana, Uuaus

Name, address, authorization No for FP manufacturing Dr. Reddy’s Laboratories Ltd.,

site / Control site / Release site / ! Formulation Unit-6, Vill. Khol, Nalagarh Road, Baddi, Distt.
Haumenosanue, agpec, THUEHIUA XIS Solan (HP) 173205, India (license No MNB/05/263). /
MpousBoacreennan nuomanxa / Iaomwaaka KoHTpoJs J-p Penau'c JTaGoparopuc Jita.,

xayecrsa / [lnoutagka BeIMycKa [TpouzsoncreenHoe noapasaencuue-6, Bumn, Kxonb, Hanarapx

Poyn, bapau, ducrpukr Conan, X.I1., 173205, Uuaus
(JTuuensust Ne MNB/05/263).
Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has been

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: [Npoaykr coorsercreyer Tpedosanuam HJI 3akmouenne: OJJTOGPEHO
Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/Authorized person /
INonroroeneHo: ITposepeno: IMposepeno (AOK): Amit | Onobpeno: Obecnedenue kauecTBa/OTBETCTBEHHOE
Vishal Sharma Pravesh Rana 7/ Kumar JULO: "
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Jlara: 25.06.2026 Jara: 25.06.2026 | Jlara: 25.06.2026 Jara: ) 15 als

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, india
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail@drreddys.com
CIN: L85195AP1984PLC0O04507
www.drreddys.com



Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : 491 98166 56001-02
www.drreddys.com

Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product: Cetrine® film coated tablets, 10 mg
Mpoaykr: Lletpun® TabneTkn, NOKpPhITHIE MIEHOUHON 060I0uKOH, 10 MT

Market / Peinok : Russia / Poccus

Batch No./ . Batch Quantity / 25,00,000 tab /

Cepust Ne = ¥2601206 Pasmep cepun 25,00,000 Tab

Analytical Rep0ft No./ . 890001890025 Date of Analysis / 25.06.2026

AHasmuTHueckuii oruer Ne JlaTa aHajau3a

Date of Manufacture / . 06/2026 Date of Expiry / 05/2029

Jlara npoussoacrea I'ogen g0

Mfg. License No. /

Mpoussoacraennas : MNB/05/263 ol JITI-Ne(005456)-(PT-RU)
Homep PY

aunuenzns Ne

Analysis performed according to ND: / Anaaus nposeaen no HJL: JIT-Ne(005456)-(PI'-RU)-150524
Artworks of primary package approved: / MakeTbl nepBH4HOIl yNaKkoBKkn yrBepaaens:: 12.11.2024
Artworks of secondary package approved: / MakeTsl BTopH4HO0ii ynakoBK# yTBepxaenni: 17.02,.2025
PL approved: / JIB yrBep:xaen: 15.05.2024

manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/02329-2025 dt. September 19, 2025) and requirements to the
medicinal quality and with the specifications in the Marketing Authorization dossier of the importing country, Production, packaging
and testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic Union is
established». /

3akmouenie 0 cooTBeTcTBHM: «HacToAINM 4 NOATBEPMIAIO, YTO NPUBEACHHAA Bbillie HHPOPMALMA ABASAETCA AOCTOBEPHOIT H
TOYHOM. DTa cepus NPOAYKUMHM Npou3BeleHa (BKIOYas ynakoBky (MapkHpPOBKY) M KOHTpPOJIb KAauecTBa) Ha BbILIEYKa3aHHOM
MPOU3BOJICTBEHHON Mowmanxe (riowaakax) B nNojHoM cooTBeTcTBHU ¢ Tpeboranuamu Ipasun HaanexkailueH NpoOM3BOACTBEHHOM
npakTiky Eppasuiickoro skoHomuyeckoro corosza (Ne GMP/EAEU/RU/02329-2025 ot 19 cenrabpa 2025 r.) u tpeGoBaHHamMu
KOHTPOJIS KA4YECTBA NEKAPCTBEHHBIX CPEICTB, @ TAKKE B COOTBETCTBHHU CO CELM(PUKAUMAMH, COACPKAILHMHUCS B PETHCTPALIMOHHOM
JIOCBE CTPaHbI-MMIIOpTEpa. 3anMcH M0 TPOM3BOACTBY, YNAKOBKE M aHANM3Y MPOBEPEHbl, W YCTAHOBICHO MX COOTBETCTBHE
Tpebopanuam [Npasun Haanexaer NpoM3BOACTBEHHON MPAKTHKH EBPazHiiCKOro SKOHOMHYECKOTO COKO3ay.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanne: IpoaykT cooreercreyet Tpedosanmsam HJL 3akmouenne: OJIOBPEHO
Prepared by / Checked by / Checked by (AQA)/ Approved by: Quality Assurance/Authorized person /
IMoaroToBnexo: IlpoBepeHo: [posepeno (AOK): Amit | Onobpeno: Obecnieuerme karecTsa/OTBETCTBEHHOE
Vishal Sharma Pravesh Rana / Kumar JIMLO:
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